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Introduction	 Project Organization 
The governments of Canada and the United States have similar 
responsibilities for evaluating new biotechnology products. In response 
to a perceived need for guidance on obtaining the best possible 
identifications of product organisms, a key element of the evaluations, 
Health Canada has sponsored a collaborative study of identification 
methods used for pseudomonads, which are frequently employed for 
biotechnology purposes. An diverse group of laboratories, 
geographically,  institutionally and methodologically, were recruited to 
identify cultures of pseudomonads supplied as unknowns, and 
evaluations were made of the success of the methods used. This report 
describes of the organization of the collaboration and uses of the results 
by the participating organizations. 

History 

EPA/OPPT is required to perform microbial risk assessments (MRAs) when 
evaluating new biotechnology products under the Toxic Substances Control 
Act (TSCA). A key element of any MRA is identification of the microorganism. 
The species concept for bacteria is complex and somewhat fuzzy. This makes 
identification of important biotechnology organisms, like pseudomonads, Status 
anything but straightforward. EPA has sought assistance in developing 
approaches to microbial identification for MRAs. 
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●	 “Double-Blind” study funded in 4/2000; Project kickoff 3/2001 
●	 IAGs with NIH beginning in 1984 • Recruited labs involved in Pseudomonas identification and taxonomy 
● Cooperative agreement with ATCC	 • 8 locations; 3 continents 

•	 CR821484 • 2 government; 3 university; 1 hospital; 2 culture collection labs 
•	 1993-1997 • 18 methods/approaches compared 
•	 Included Environment Canada (EC) and Ag.-Agr. Food Canada (CFIA) ● EPA Project Officer from previous Co-op invited to chair meetings, 

participation. analyze data 
•	 Held workshop with international rsearchers ● EPA gets access to data from project before publication 
•	 Recommended lab study followup ● Phase I completed 2003 

●	 Health Canada (HC) initiates followup lab project • 25 species; ~300 cultures identified 
•	 EPA invited as observer/particpant in reciprocation for Canadian • Posters at 4 international scientific meetings 

participation in EPA project • Several publications in preparation for peer- reviewed journals. 
● Phase II underway 

•	 ~250 cultures being identified 
•	 More methods being used 
•	 Different species being analyzed How the Collaboration Helps All Particpants 

Next Steps ● HC Provides Funding Support 
•	 Meetings held at participating lab venues with HC support 
•	 EPA Project Officer (PO) from previous Co-op invited to chair ● Phase II still “blind”; codes to be broken in 2006


meetings • Results to be analyzed as for Phase I

•	 EPA shares some transportation costs for EPA PO • Additional publications projected 

• Data Analyses	 • Data applied to TSCA reviews as needed 
•	 HC funds main analyses by HC Contractor for HC MRA primary ● Results transmitted to OECD Microorganisms Sub-working


use group of the Working  Group on Harmonisation of

•	 EPA PO has early access to data for independent analyses Regulatory Oversight in Biotechnology 
•	 EPA analyses focus on use of data for EPA biotech MRAs ● Post 2006 research follow-on under discussion 
•	 EPA and HC analyses both included in publications 
•	 Other participating governments’ labs get data for own use in 


public health

•	 Culture collections get insight into identifications of their own 


cultures



	Global Collaboration on Biotechnology Risk      AssessmentM. Segal1*, P. De Vos2, S. Dejsirilert3, P. Gillevet4, D. Hen


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /SyntheticBoldness 1.00
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308030d730ea30d730ec30b9537052377528306e00200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /FRA <>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
    /ENU <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


